JEPHKABHA CIIVIKBA 3 ﬂIKAF‘CL KUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMY y m. KHUEBI
npor. Haudt Ceirnmanot, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov,ua, Koa €J[PIIOY 37079055

BHCHOBOK

PO FKICTH BBE3EHOro B Yrpainy jikapebroro sacoly

17.03.2025 Ne 13227725726

JIM3EP
{nalisteaysano sikapeLkoro meofy 1aHo 3 peesTpaiifiss NOCBiICHIIM )
wancyan, o 10 wancya y evpund, no 3 erprmn y kapronuiit kopo6ui
{(hopaa BURYCRY, AOBYBARN, BUA HARYBAHNA 1IKAPCLKOrO 1acoby)

Homep peeetpauiiivoro nocsipmenin UA/6148/01/01 crpox aif peeerpauiitnoro noesinuesis HEOOMCIKCHUT

Cepin aikapenroro sacody Ne LIZOT157 Kiabkiets npesenoro nikapenkoro sacofy 16108
Bupoduuk lnentia Xenexea Jlva. luaiyg
(nadincuy sais BHPOBHIKA 2KAPCHLEOTO 3ac0BY, Kpatna NoXGLKEIG)

Beesena s Ypalay Topapuerso 3 obmerenow simosigansnicrio "Mera

Jlaitdeaiicncis", inewr. woa: 39405050

(nafdeny nars va ko 3a CAPTTOY opiarwiol ocodi abo npismnge, iv's, 110 Gavvkoni
hissrol ocolu - miarphesun, i Micue nposHBALIE T2 peectpaniiing nomep obiikosof
KEPTRE rimea noaarsin abio cepis 7a noMep nacuopta)

pororoa sisyansiore xowrpomo sig 17.01.2025 X 26/01,10-25/1.

JaGoparopunit ananiz sxocri aikapeskoro sacolby saiitcnent:

JaGoparopis 3 KouTPOMO SKeeTi dikapenknx 3acodis TOR "JIOBPOBY T-JIIKMITAB" (M. Knis,
By, Hosropon-Cinepenka. 6yi.3, Hemumiont npamimenus 92)

(Haitveuysamis ta Micuesraxoiwena saboparopil, 1o nposena raboparopuul ananiz skocri)

; - = . N . . oy T on &

Bucuonok w040 sxocti aikapeskoro sacody, suaanii saboparopicio sig 03.03.2025 Ne 91-25

Pesyavrar nabopartopiore avaaisy skocti sikapeukoro 3aco0y 3a nepesipedsn nokasnneasy BIANOBIAI0TE
BUMOTEM METONIR KOHTPOMO AROCTE (AUaMTHYHO-HOPMATHBHOT 0Ky MeHTRILIT),

3a pesyneTarasi  ACPWABHOTD  KOUTPOMIO  BOTANOWICHO, WO Aikapeskiit sacil sBescno w  Yepaimy 3
AOTPHMAHH)

o3 7 2%
HABCTEA 0HAO sabesneye s groeTi }ilifﬁp(ﬁ}}{iﬁ){ 3aCCOIR.
L

Havansnu Miucosa XOJOAEHKO

arananace R S e e e 3 g " = N
JO00) (’rri;nimé) (inthudans va npizemne)
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CEPTU®IKAT AKOCTY/
CERTIFICATE OF QUALITY

inventia

JIM3EP, kancysm, Ne30 (10x3) y crpunax, oo 10 kancya s erpuni; no 3 ¢rpuna B waprouuii

memzru 3 MAPRYBAKIM YRPaIHebK010 Monoio / Limzer, capsules, No30 (10x3) in siri ps, 10 caps

in strip, 3 strips in carton pack with labeling in Ukrainian.

I kancysa mierire: omenpasony 20 v i aomrepuwaony 30 mr/
I capsule contains:omeprazole 20 mg and domperidone 30 mg

Homep cepii/ Batch number ; [

Posmip eepif (kinsricrs v rmmmm\) /' batch size (packs): 16108
Hara surorosiiernst / Manufac >turing dates '

Tepain npugarnocri / Expiry date:

Pecerpaniitne nocsinuenna No / Ruusmtmn certificate in Ukraine number: No UA/6148/01/01
Kpaina noxomwenus/ Country of origin: Inain/ India
Jliensis na supobrmurso/ Manufacturing License : KD-638 pin 29.03.2007 ta KD-445
Bix 29.03.2007
GMP ceprudixar No/ GMP Certificate: 089/2024/GMP sin 30.08.2024
Aspeca papobuuaol alnsnaul/ Manufacturing site address ;

Iupentia Xencewea Jrn

D1-0U1-OT8/1, Enxfwrenesn Ambepuary, Ex AR ILCL, AmGeprarx (Iev), 421506, Ticrpixr Txane,

wrrat Maxapanrrpa, I /
Inventia Healtheare Lid.
FI-F1/1-F75/1, Additional A
State, India

mbernath M.1.D.C., Ambernath (East), 421506, Dis

ules

¢t Thane, Maharashtra

Ny Hapasmerpu/ Crenndiranis/ Peayawraru/
1/n Quality tests Specification Requirements Resulls
Onne/ Teepai wemarunoni wkaneysu posmipom «3» 3 | Bimmoniaae/
Description KOPIIYCOM 0pammenore i kpumenikow vepsonoro | Conform
KOJLODY, D10 MICTATH nedaety Glioro abo maitae
Glnore woswbopy Ta mesern wopmunesoro afo
HOBTYBATO-KOPHUHCBOIG KOJILODY, O MAOThH
chepuany abo osanwuy dopmy./ Size 3 hard
gelatin capsules with red cap and orange body,
containing white to off white & brown to yellowish
brown spherical to oval pellets.
2 Lnenrudikanis/ Omenpazon (BEPX) / Omeprazole (HPLC) Biarosinac/

Identification

Hac yrpusmysanus ocnosnore nixa oaenpasolry
Ha Xpomarorpami BHIpoOyBaHOro posHuuy,
OTPUMANHOIY B X0l KIILRICHOTO BHIRAMEHHS
omMenpasony, mac signosigarn vacy
YTPHMYBAHHS HIKY OMEnpasony Ha
xpomarorpami crangapruoro poszanuy./ The
relention time of the main peak of omeprazole in
the chromatogram of the test solution, obtained in

Conform

s

oy €éc CO«(”Z(/‘g

/Y o

Zg 'LT/—'E



Inventia Hoalthearg Limited
(Formurty hnewtt a invntia Heetinzare Prvase Laniton }
Foctony

Additional Asrbainats ;10,0 Arbamath (Bast) - 421 504, Diat, Thuoe, Maharashis, DA
U 0mE LN U R O Ty

- R Rt g

NS, Phndr arg, Arched (Ena), Shsonbiss « 1009 02y,

inventia

| S,

omeprazole Assay, must comply with the retention
time of omeprazole peak in the chromatogram of

| standard solution,

! ; F omuepsaon / Dom perdone ,’
( | CD-sevon / SPhemethod: Binnosinag/
’ * : Crerrp norannanns BRIDOSYBAROrD pesduny, | Conform

; | OTpHMBHOrO B Xoai KiankicHore BO3NAYRRNA

! | AOMTIepIORY B Aianasoui BiA 230 xo 360 mam,

| ! HOBHHCH GOKIIYBATH MAKCHMYM NP X0 B ;

| ! X8l 2851/ The absorption spectrum of the test | ]
; ! solution, obtained in domperidone Assay in the !
; ‘ range from 230 10 360 nm, should show a ,f
maximum &t 3 wavelen gth of 285 nm. ;
! [ !
TIUX/ TLC:
Ocuorma nasma ua *porarorpami posuuay (1) | Binnopigae/ |
’ MaC BIAHOBIAATS 0CHoBRIE sty na Conform |
| | Xpomarorpami posunny (2)./ The main spot in the ‘
| | chromatogram of solution (1) must correspond to 1
’ the main spot in the chromatogram of solution {2).
|
i [ 3aaba orenam (xistiui)/ | Binnosigae/
‘ I lron Oxide (chemical). { Conform )
Yrsopenus papbysaunn sig YEPBOHOTO 10 |
’ KPUBARO-IEPBONOI0 KOALOpY/
| Forming of red ta blood-red colour.
5 |
i Errany giorenn (dimivunig)y/ | Bianosizac/ '
Titanium dioxide (chemical). Conform

Yrsopenns GapSysanus pig HCPLBOHOIO 40

| HOMADBIILBO-LEPROBONO KOJLOpPY /

# Forming of red to arange- red colour,

, Oanopipuicrs, Maea asicry me Sianiue 2-x i3 20 RABCYA Mouce Cepeans maca/

BMICTY MARH MATH BIAXHASHNS Bl cepennnol mack smicry Average fill weight:

| xaneya/Uniformity | waneysa 6ianig ais na 10 %/ Weight of contents | 1693 wr /mg

| of Capsule Filling NMT 2 out of 20 capsules may deviate from

; | Weight average weight of contents capsules by more Minismaanna maca/
than + 10 %. Minimum fill weight

3 ACOTBA 3 WUX He TOBKINA MATH BIAXHACHNS Bl | 1683 mr /mg (+158%)

g cepeannol maen Ginnive nix na + 20 !

% / None of them should deviate from average wel  Marcasaapna maca/

| ght Maximum fill weight

by more than + 20 % L7331 mr fmg (F2:2%)
Omuopiauicrs Onenpaszen (BEPXY Omeprazole (HPLCY Binnoginne /

AO30BAMNX Binuosixae pusoranm/ Conform

i OANHRL / Complies to requirements i B
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inventia

f Uniformity of

' aomaepnaon / Domperidone

Biguonizae /

Dosage Unit Bianosinae sumoram/ Conform
Complies to requirements
b Bypara v maci npu | He 6ixtnige 4 % (st/n1)/ 0.39 % (m/a)
BHCYIY B/ NMT 4 % (wiw) 039 % {wiw)
Loss on drying
4 Saawusrosi Meranon — e Sianie 3000 ppm/ 57 ppm
Rinbroeri Methanol ~ NMT 3000 ppm
oprasiaray
po3TuHIRRIB/ Anxsopmeran - ne Sinsine 600 ppm/ 4 ppin
Residues of organic | Dichloromethane — NMT 600 ppm
solvents
7 Kianricne Ha someny sunyexy/ Release:
BHIOAMeH N/
Assay Omenpazon (BEPX) /
Bia 19,0 mr po 21,0 mr oMenpazony 8 xaneyai
(95,0-105,0 % six sassienol winerocrt) /
Omeprazole(HPLC)
19.0 mg to 21.0 mg of omeprazole in capsule (95.0-
105.0 % of labeled claim).
Ha momenr spunyexy/ Release:
Horpepunou (CP-meroxl/ j},g_fgymggg
Bin 28,5 mr o 31,5 mr gosnepuaouy & xa neyai | 30.66 mr
(95.0-105.0 % in sassacnol kinbkocri)./ 1022 % sin sansaenoy
Riabrocri) /
Domperidone (SPh-method) '
285 mg to 31.5 my of Domperidone in capsule !
(95.0-105.0 % of labeled claim). 1022 %% of
labeled claim)
8 | Cymyrai pomimn/ | Omenpason (BEPX) / Omeprazolo ( HPLC) Owenpazon/

Related impurities

Byas smcof opuiel gomimikn —we Giibwe 0.5% /
Any single one: NMT 0.5 %

Cyma gomiwox — ne Gipwme 2 % /

Sum of impurities: NMT 2.0 %

Aomnepuaon (BEPX) / Domperidone(HI'LC)

byaw srof onmicl nomivnen —ne Sispine 0.5%, /
Any single one: NMT 0.5 %

Cywa gomimnor — ne Glasume I % /

Sum of impurities: NMT 2.0 %

031 %
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Posvnnennyg / | Qmenpason (BEPX)/ Omeprazole (HPLC) e

Dissolution i i Qmeprazole |
!C'r'a;}i;: It s 0,1M POSYIHL xiopucroBognency J
| Kueaorn, ‘ ,'
, i Craniss I - wepey 2 !
[ He Gimnme 15% BEY Zamsaenoy Kiabxoceri f roannn -~ 0% |
g OMEBDASOILY HOBHHBO nepeiiTy ¥ posunu wepes 2 | f
;’ roamun/ Stage I 0.1 M solution of hydrochloric | Stage I - after 2 hours -
jecid. Not more  than 15% of the declared | 0%
[ omeprazole should go into solution after 2 hours, | |

Crapis IL: y Oydepnomy pozupui pil 6.8

Cragin 11 - uepes 45 i
ABIAWN - G2 9,

! He aremu 65 9, (Q) Bin sasnaenoy Rigbroopi
[’ QMRIDABONY nosuHne aeped T y posany Hepes

|
f
|
|
I

After | bour - 289% of

{’ 45 xsnanu / Stage 1 in a butfer solution of pH ;
f 6.8. Al feast 65% (Q) of the declared omeprazole | Stage 11 ~ after 45 nin/
{ should go into solution after 45 min, ; - 92 % f
! i
| | !
} dostepuson ( (3<I>»Me:‘o‘fz)/Dcm1z)erid(me ; ;',,%m»n‘xc;)_ggwg
(SPh-method) | Domp |
| | «
! Hepes 1 rog— 15-40 % B sanBRenol winnkoeri / | Hepes | rog - 28%, Bix |
[ After § hour - 15-40% of the claimed amount. r 3anpaenol Kiabkocr /
;

the claimed amount,

| )

I Hepes 4 roa- 30-60 % BEA sasmrenol kianroeri / } Hepes 4 rog 32% mig
{ After 4 hours - 30-60% of the claimed amount. j sansacuof kiaprocri/ |

g | After 4 hours - 52% of !

! | the claimed amount, ;

z 5 ’

; Hepes 8 rog ~ 55-85 o, BI 3asiBACROT Kinb koo / ! Hepes 8 roa - 71% Bix «

I After 8 hours - §5.85% of the claimed amount, | sagsaenor KITBROCTI/ f

| | After § hours - 71% of

5 | the claimed amount. |

| | |

{ Yepes 12 rox ~ pe menme 70% winsansnenoy I Hepes 12 rop- 81% sin f

| Rinbroeri / | 3asBaeH0T kiapkocri/

f After 12 hours - NLT 70% of the claimed amount, | After 12 hours - 81% of

[ - the claimed amount.

e | S —
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FLE, Addionat Ambenuth MIQ.C, Amy
) A.ijj"‘ 112514000 Wabske ¢ v inives
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8 « U <atais, NS, Phaoke Marg, Arvst 13, Wi - 400 (23,
Mabisrushins, IS4 3 @ by, Anisised (Easl), Mo - 400 3%

nventia

§ 0 | MixpoSionoriuna [Ba PCHApATI JONYCRAETH O/ | T
| YHCTOTR/ | Allowed in the formulation; !
! Microbiologic puriry | ! ;
| ‘ 32?&’“{13{19:-1’8 Rinnriers, aepobux ; i
§ | MIkpooprauismis (FTAMC)~ ne Sianm 103 | APPKY O/ / |
| KYO/r / Total Bacterial Count (TAMC) ~NMT I <10 clu/g, |
10% ef/g. ,f
3armiua xivericrs APBIIDROBIX ¥ nnineny <A KYOQ/H |
rpubis (TYMC) - ue 6oace 102 KVO/r / Towl | qq2 cfidg.

Fungi Count (TYMC) - NMT 10? cfvg.

He nonycraernes i 5
Escherichia colin { ry penapary / Bigeyrosp L r/

Lscherichia coli: must be absent in | gof Absentin | g, ;
formulation

Huagmamow ghouot pesosuny / Compensation of AP[:

Omenpason 20,4 mr {2 % Big wominaannore Baicry) /
Omeprazole - 20.4 mg (2 % from indicated amount);
Aosrepunon — 30.904 mr (3% six wominansuore BMieTy) /
Domperidone - 30.904 mg (3% from indicated amount).

Hara pupasi cepradivara / Cortificate i issued: 13/12/2024

Tlm o ninrsepkyo, o napenena srone inopsaniy e Boerosipuow i rounoo. Lo ceplii
Ipoayxuii Oyno Bupodaeno (BRI0a0YR YHAROBRY | Maprysanust) i nposeseso ROUTPOAL 1 swooTi
Ha BRIEeIrananomy sapoxl siunoninge xo erenngikaull, wo Mictarbes B pecerpauifnomy nocke Ha
HPCHAPAT Ks NOCTIAAKYBAROro JKapehKroro 3acoly, 1T POTOROAN BHPOSHIUTEA, YHAKOBKH T4
anaaisis Syau postusiay i i peranoBIeno Binnopignicrs GMP./ By this, | certify that above mentioned
information is true and correct. This batch has been manufactured (including packaging and labeling) and
its quality control has been held on the above mentioned site in accordance with the specifications of
registration dossier for the investigational medicinal product. Manufacturing,

packaging protocols and protocols of analysis comply GMP, >\

&, Ak

= wechort]
Menemkep RonTposso nxocri / Cawrow Wenne/
Quality Control Manager Santosh Shende
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tFarinedly knowa gs Invenlia Heallheare Privala Limited) ~
Feglany :

F1,7171,F75/1, Addittor al Arnbornath MALD.C, Ambornalh (East)«421 528, Dist, Thene, Mdharashira, INCHA
M Tal1 481 259 6814000, b Websie : wuavinvontiahesithoard, s mGin “U24230MB1985PL G375 )

e o o Urizio , s i
Registorod Dtflce : Unli 703 and 704’ 7iH koo, ULl Saldde, N5 fiadike Marg, Anghar {Ea), Mimbal - 200069, i ¥ Y
Maivirgghira, INDIA ) g

CEPTHOIKAT SIKOCTI/
CERTIFICATE OF QUALITY

JIIMBEP, kancyan, No30 (10x3) y erpunax, no 10 Kancya s crpuni; no 3 erpuna s Kaprountit ynarosuj 3
MAPRYBANIAM ¥RPATICHLKOI0 MOBOO / Limzer, capsules, Mo30 {10x3) in strips, 10 capsules in strip, 3 strips in
carton pack with labeling in Ukrainian,

1 waneyaa sictnr: oMenpasosry 20 mr i Acynepumony 30 v

| capsule contains:omeprazole 20 m and domperidone 30 mg
Hosep cepi/ Batch number - m

Possip cepii (kinbricts YNAKoBoK) / batch size (pa
Hara suroronaens / Manufacturing date; 10 bilpx
Tepyin upugarnocr / Expiry date: § 094
Peeerpaniitue noesinuens No / Registration certificate in Ukraine number: Ne UA/6148/01/01

Kpaina noxomkenns/ Country of origin: Tumis/ India

Jlinewsin va supodunirroo/ Manufacturing License : KD-638 pig 29.03.2007 ta KD-445

win 29.03.2007

GMP ceprudizar Ne / GMP Certificate: 089/2024/GMP uix 30.08.2024

Anpeca Bupodunuol Alnsunni/ Manufacturing site address :

Tusentia Xenekea JIty

®1-D1/1-0T75/1, Enimenen Ambepuarx, Em.AiT5.Ci., AnBepuarx (Ie), 421506, Zicrpixr Txane, wrear
Maxapawtpa, Tngis /

lnventia Healtheare Ltd.

Fi-F1/1-F75/1, Additional Ambernath M\1.D.C., Ambernath (East), 421506, District Thane, Maharashtra State,
India

[N ] Hapasrerpn/ Quality Cuenndikanin/ Pesynwrarn/ K
|Lom | tests Specification Requirements Results
' Onue / Toepai  weaarunoni Kaneyaw  posmipom «3» 3 | Biznosizae/

| Description KOPOYCOM  ODAHIKeBOro | RpHINeuRoIo -wepsonoroe | Conform

ROALOpY, uto micrsiTe nesern Ginoro abo maiiske
Ginoro  xdnwopy Ta menern Koputuneporo  afo
ROBTYBATO-KOPHUNEBOTO  KOJABOPY, 10  MAIOTEH
‘ cgepiraiy abo osanniy §oprmy./ Size 3 hard

: gelatin - capsules with red cap and orange body,
I containing white to off white & brown fto yellowish
brown spherical to oval pellets.

2 Lnentndivania/ Ontenipazon (BEPX) / Omeprazole (HPLC) Binnosizae/
Identification Hac yrpumysauns ocnosuoro nixa omenpasoy Conform

a xpomarorpami suunpobysanoro posunny,
oTpuManore s xoal kinskiciero pimsnavenng
oMenpalony, mae sixnosinari uacy
YrpuMyBanns uiky oMenpasosy na
XpoMaToerpasi cranzapTuoro posunuy./ The
retention time of the main peak of omeprazole in
the chromatogram of the test solution, obtained in

o _[//,jf()jazﬁ
ﬁ»;// 2y
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ameprazole Assay, must comply with the retention
time of omeprazole peak in the chromatogram of
standard solution,
Hdomnepwnon / Domperidone
Cd-meron / SPh-method: Bianosinae/
CriexTp noraunanas Banpobysanoro posuuny,  Conform
OTPHMAHOr'® B Xoai KiNBKiCHOr0 BR3HAYeHHA
AOMUEPHIOHY B gianasoni six 230 20 360 nm,
NOBHHCH MOKA3YBATH MAKCHMYM NP NOBMKUHI
XewJ1i 285nm./ The absorption spectrum of the test
solution, obtained in domperidone Assay in the
range from 230 to 360 nm, should show a
maximurn at a wavelength of 285 nim.
TWIX/ TLC:
Ochoena nnama na xpomatorpami pessuny (1) | Biarosigae/
Ma€ BioBinaTH ocnoBuii nanmi na Conform
XpomaTorpami posuuny (2)./ The main spot in the
chromatogram of solution (1) must correspond to
the main spot in the chromatogram of solution {2).
3aniza oxeunn (xiviuni)/ Bianoginae/
I[ron Oxide (chemical). Conform
YTeopenus dapbysanus sig HEPBOHOTO A0
KPHBaBO-UEPBOHOIO KOJALODY/
Forming of red to blood-red colour.
Turany gloxenn (xiMivnuiny/ Bianosinae/
Titanium dioxide (chemical). Conform
¥reopeuus papbysanns six yepsonoro xo
NMOMAPAHYEBO-YEPBOHOIO KOALOPY /
Forming of red to orange- red colour.

3 Onuopigricrs Maca Bmicty ne Glabme 2-x I3 20 kancyr moswe Cepejna maca/
BMicTY MacH MAaTH BiAXnjeHus sig cepeansof Macu BMiCTY Average fill weight:
kanmcyn/Uniformity | kaneyn 6inem nis na * 10 %/ Weight of contents | 1674 mr /mg
of Capsule Filling NMT 2 out of 20 capsules may deviate from
Weight average weight of contents capsules by more Minimannna saca/

than + 10 %, Minimum fill weight
Kdana 3 nux He WORBHHEZ MAaTH BiIXHJcHUs nin ,1‘%?‘3 MI /mg ’(1 ]
cepennpboi macu Ginpie nix na + 20

% / None of them should deviate from average wei | Maxeumanuma maca/
ght Maximum fill weight
by more than + 20 % TEES mr /mg (2 %)

4 Onuopinuicrs Omenpazon (BEPX) Omeprazole (HPLC) Binnosinace /
A030BAHNX Bixwosinac sumoram/ Conform
OAMHHEIL / Complies to requirements
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Uniformity of
Dosage Unit

Homuepnaon / Domperidone

Biagnosinae sumorany
Complies to requirements

Bignosinae /
Conform

3 Brpara B maci npn

He 6innme 4 % {mim)/

080 % (M) /

BHCYlyRAREY/ NMT 4 % (wiw) 059 9% (wiw)
l 1 Loss on drying
6 3anunrkoni MeTauos - se 6inpme 3000 ppm/ 59 ppm
KinsKkoeri Methano! ~ NMT 3000 ppm
Opraviynux
Po3dHHENRIB/ Anxnopmeran - we 6innure 600 ppm/ 3 ppm

Residues of organic
solvents

Dichloromethane - NMT 600 ppm

7 Kianricue
BH3IHAYeHuR/
Assay

Ha momenT Brnycky/ Release:

Omenna:mn_ (BEPX) /
Bin 19,0 mr g0 21,0 mr OMENnpasoiiy B Kancyai
(95,0-105,0 % sin 3anBacnof Kiawkocri) /

Omeprazole(HPLC)
19.0mg to 21.0 mg of omeprazole in capsule {95.0-
105.0 % of labeled claim).

Ha momenr sunycry/ Release:
Qomnepugon (CO-metom)/

Bin 28,5 mr a0 31,5 mr AGMIIEpHIGHY B RANICY.Ti
(95.0-105.0 % sin 3ansaenol rinproeri)./

Domperidone {SPh-method)

Onenpazon/
e

19:80 mr
(9971 % min 3assaenor

K‘iﬂbl{OCTi) /
Omggrazole
19380 mg
(P98%  of

claim)

labeled

Jdomnepuon/
A0
16020

glaLkocTi) /

Domperidone

e
L
=4
-1

28.5 mg to 31.5 mg of Domperidone in capsule 0L mg
(95.0-105.0 % of labeled claim). 0 % of
labeled claim)

8 Cynmyrui gosimxn/
Related impurities

Omenpason (BEPX) / Omeprazole (HPLCY

Bynw siko¥ ogniei gomitky —ne Ginpuae 0,5% /
Any single one: NMT 0.5 %

Cyma nomimor — ne Ginpwe 2 % /

Sum of impurities: NMT 2.0 %

Jdomtniepupon (BEPX) / Domperidone(HPLC)

Byns axol omnict pomitmky —we Ginpiue 0.5% /
Any single one: NMT 0.5 %

Cyma nomiwox ~ ue 6inpwme 2 % /

Sum of impurities: NMT 2.0 %

Owmenpazon/
Omeprazole
008 %

020 %
Homnepupon/

Domperidone
07 %

627 %
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Posunnenns /
Disselution

Omenpazon (BEPX) / Omeprazole {HPLO)

Crapia I » 0,IM posunni Xjaopucropopnesol
KHCTOTH,

He O6ineme 15% Bia 3asmBnenoi kinewoeri
OMENpPA30Jy NOBHHHO NepeiiTH ¥y posuun Hepes 2
roauuy/ Stage I 0.1 M solution of hydrochloric
acid. Not more than 15% of the declared
omeprazole should go into solution after 2 hours.

Cragin II: y Gydeprnomy poaunni pH 6.8

He menw 65 % (Q) sin 3anprenof kinnkoeri
OMenpazoLy NGBHUIO NepeliTh Y posyny uepes

45 xsuaun / Stage 11 in a buffer solution of pH

6.8.At least 65% (Q) of the declared omeprazole
should go into solution after 45 min.

Homaepunon { C®-rmeron)/Domperidone

{SPh-method)

‘Hepes 1 roa— 15-40 % sin 3asiBacuol kinsxocTi/

After 1 hour - 15-40% of the claimed amount.

Hepes 4 rog~ 30-60 % six sasBaenol kigbrocri/
After 4 hours - 30-60% of the claimed amount.

Hepes 8 rog - 55-85 % sin sansscnol Kiaskoeri /
After 8 hours - 55-85% of the claimed amount,

Yepes 12 roa — re menme 70% six 3agsnenol
wlasxocri / ‘

‘After 12 hours - NLT 70% of the claimed amount,

Omenpazon/
Omeprazole

Cragia I - wepes 2
FoAHHK - 1%

Stage I - after 2 hours -
I%

Crania Il - 4epes 45
xeunun - 91 %

Stage 1f — after 45 min/
-B1 %

Homnepugon/
Domperidone

Yepez 1 roxa - 3;1:?% Bin
IasaBaeHol RiILKRocTi /
After I hour - 31% of
the claimed amount,

Yepes 4 rog —58% sia
3asBjgeHol Kiabkoori /
After 4 hours - ?E% of
the claimed amount.

Yepes 8 roag — 75% sia
3aABARHOT Kinp}gocri!
After 8 hours - 75% of
the claimed amount,

Yepes 12 roj- 85% sin
3aARJIEHOT Rina;ggtri !
After 12 hours -~ 5% of
the claimed amount.
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[0 mxpﬁﬁionon’qua B npenapati nonyckacrocs/
yHeroTa/ Allowed in the formulation:

Microbiologic purity
3araneHa kinsxiers aepobunx

mirpoopranismis (TAMC)- ne 6ite 10 <A KYOIr ¢/
KYO/r / Total Bacterial Count (FAMC) —NMT <10° cfu/g.

10° cfw/g.

3aranbua kiaskicrs APLAIKOBHX W nBinennx AP KYO/r /

rpabis (TYMC) ~ ne 6onee 102 KYO/r / Total <107 cfu/g,
Fungi Count (TYMC) — NMT 10? cfu/g,

He nonycexaernen

Escherichia colin 1 r openapary / Bizeytun e 1 r/
Escherichia coli: must be absent in 1 gof Absentin | g.
formulation

b ]

Hapnmmor giouol pevosnsmn / Compensation of APl

Ostenpazon — 20.4 mr (2 % mig Homirannuoro BMiCTY) /
Omeprazole — 20.4 mg (2 % from indicated amount);
Homunepunon - 30.904 mr (3% nia romiransnoro BMicTy) /
Domperidone - 30.904 mg (3% from indicated amount).

HAara sugayi ceprudikara / Certificate is issued: ﬁﬁﬂgﬁﬁﬁiﬁ

ey 5 nigrsepaxyio, wo nasesena BrINe indopMania e xoeronipioio i TouRol0. 110 cepiro
npoayxuii 6ys0 supobneno (Braovaoun YOaKOBKY | MADKYBARHA) i IPOBeAeHo KORTPOIs i skcocTi
Ha BHTICITaganoMy 3aBofi Bianosiano o ceneundiranil, wo MicTiTben B pecerpauiiinomy aocke na
NPENapat A47 KOCHIMKYBANOrO JIIKAPCLKOrD 3acofy. IlpoTokoan BupoGHHITRA, YOAaKOBRE TA
ananizis 6yau posrasuyTi i BeranoBACHs Bianosinnicte GMP./ By this, I certify that above mentioned
information is truc and correct, This batch has been manufactured (including packaging and labeling) and
its quality control has been held on the above mentioned site in accordance with the specifications of
registration dossier for the investigational medicinal product, Manufacturing,

packaging protocols and protocols of analysis comply GMP.

Menegskep KoHTpOIO TKOCTI / Cantow [enne/
Quality Control Manager Santosh Shende




AEPKABHA CHOYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIK) 3A HAPKOTUKAMMW y m. KHCBI

npok, Hagit Crivananot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kog €JPTIOY 37079055

BUCHOBOK

NPO SIKICTL BBE3€HOr0 B YKpaTHy Jikapceikoro 3acoly

27.03.2025 Ne 15873/25/26

JIIM3EP

(HafsenynaHia Tikapehkoro 3acoly 3riAHo 3 peceTpaili FIM NOCRIULHITAM)
KancyJn no 10 xancya y erpuimi, no 3 cTpuny y kaprouiii kopobui

(thopma BUAYCIKY. AO3YBAHHA, BUIL TIRKYBAEIIE NIKAPCLKOIO 3acofy)
Homep peccrpauiitnoro nocsinuenna UA/6148/01/01 crpok nif peecerpauitinore nocsindenin HeobMemei
Cepin mikapcekoro zacoty N LIZ01158 KinbkicTe BBE3EHOTO Jiikapchkoro tacoby 16416

Bupofnuk Iupentia Xenckea Jlti, Inmis

{(nadisenysaHHg BHPOGHHKE RikapeLKOre sacoly, Kpaii noxoAwenss )

Baezeno B Ykpainy Tosapucerso 3 oGmexenoro Binnosiaansnicrio "Mera
Jaiideaiienciz", incur. won: 39405050

(naiiMelryBaHHa Ta ko4 3a ESIPINOY 1opuamMaHoi ocolin alo npiapuuLe, iM's, 10 farkkoni
(hizH4 10T 0COBH - NiANPHCMUA, T MicIe MpoxHBaAKNA T& peceTpattifingil nosmep obrikonol
KaPTKH NAATHUKA N0ARTKIB ad0 cepis Ta HoMep nacniopra)

Mporokon sisyanenoro xoutposio sia 06,03,.2025 M 662/01.10-25/2.
NabBopatopuui ananis axocTi nikapcekoro 3acoby saificneHui:

JTaBoparopis 3 kouTpomo sxocti sikapesknx 3acobis TOB "JOBPOBY T-JIIKUJIAB" (m. Kuis,

syn. Hosropoa-Cisepcbka, 6yA.3, HOKATIORI NpUMiteHHs 92)
(afMenyBaus Ta MicieIsaxopkenis iadaparopil. we nposeiaa aaboparoplini ananis sRoeti)

BHCHOROK LOAO AKOCT] AIKAPCHLKOro 3acoby, suaaHwii naGopatopicio sin 17.03.2025 Ne 423-25
PesynbTath 1abopaTopHore aHanisy akocti nikapeskoro 3acoly 3a nepesipeHHMK NOKAIHHKAMA BianoBiza0TL
BHMOraM METOIB KOHTPOMO AKOCTI (AHANITUY HO-HOpMATHBHOT ROKYMeHTaLiT).

3a pezynsTaTamid  [EPWKABIIOTO  KOHTPOO  BCTAHOBNCHO, 110 nikapcekuii  3acié  meeseno B Yrpaily 3

AOTPHYMAHIINEIM BHMOr 3aKOHOAABCTEA WANO safeaneuerHs AKOCTI EAPChKHX 3ac00in.

3ACOBIR T,
Wity ;?4*0-9
£

mﬁ*‘?‘*
w2
> Mukona XOJOIEHKO

KOUTPOIIO) (niaue) (inigasM T npTEsHLR)
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